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Amendment And Response dated March 4, 2008 

Reply to Office action mailed Sept. 4, 2007 



Amendments to the Drawings: 

The Examiner has objected to the drawings of the application as the graphs depicted in 
Figures 7A-7F are lacking a label for the Y-axis. Submitted with this application are replacement 
sheets for Figures 7A-7S and 8 showing the label for the Y-axis. Support for the labels added to 
these graphs can be found at page 46, first full paragraph of the instant specification. 

Attachment: Replacement Sheets 
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REMARKS/ARGUMENTS 

After entry of the above amendments, Claims 164, 177, 221, 231 and 284-306 are 
pending. 

A. Drawings 

Replacement drawing sheets in compliance with 37 CFR 1.121(d) are being submitted 
herewith, as described above. 

B. Sequence Listing 

Applicants are also amending the specification to incorporate by reference the Sequence 
Listing being submitted in electronic form as a text file with this Amendment and Response. 
This amendment is a formal matter specified in the "Legal Framework for EFS-Web" released 
July 2007, and in accordance with 37 CFR 1.52(e), and adds no new matter. 

The Sequence Listing being filed herewith is submitted to address the deficiencies under 
37 CFR 1.825(d) noted in the Notice to Comply with Requirements for Patent Applications 
Containing Nucleotide Sequnce And/or Amino Acid Sequence Disclosures incorporated into the 
Office Action having a mailing date of September 4, 2007. Applicants submit that the sequence 
listing information recorded in computer readable form is identical to the printed sequence 
listing and contains no new matter. 

C. Information Disclosure Statement 

Replacement copies of references A44, A48, A50-A53, A58, A65 and A69, requested by 
the Examiner, as well as a new PTO 1449 form listing these references are being submitted 
herewith. 

D. Section 112 Rejection 

The Examiner has rejected Claims 164, 177, 221, 231, 285, 287-290, 293, 297, 300 and 
302 as failing to comply with the written description requirement. Applicants submit that they 
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have provided more than sufficient disclosure to establish that they did, in fact, have possession 
of the claimed invention as of the filing date of the present application. Accordingly, Applicants 
respectfully traverse this rejection. 

The written description requirement is satisfied when the specification sets forth enough 
detail to allow a person of ordinary skill in the art to understand what is claimed and to recognize 
that the inventor invented what is claimed. Whether or not a specification satisfies the 
requirement is a question of fact, which must be resolved on a case-by-case basis, and it is the 
examiner's initial burden to present evidence or reasons why persons skilled in the art would not 
recognize in the disclosure a description of the invention defined by the claims. Ex Parte Gleave, 
84 USPQ2d 1681, 1686 (2007) (internal citations omitted). 

It is the Examiner's position that the claimed invention is very broad. But, the fact that 
the invention is broad does not mean that Applicants did not have possession of it as of the filing 
date. Indeed, Applicants have provided an extensive and detailed description of the invention, 
including many specific examples of proteins, post-translational modifications, antibodies, 
assays, etc. The Examiner even acknowledges that this is the case, but simply concludes, 
without stating any reasons, that this disclosure is "not sufficiently representative" of the scope 
of the claimed invention. 

The only claims not rejected by the Examiner are claims directed to one specific species 
(antibodies specific for cysteinylated albumin). Quite clearly, the specification supports claims 
much broader than just this one species. 

In particular, Applicants have provided a very substantial and detailed description and 
exemplification of phosphorylated proteins, cysteinylated proteins, types of post-translational 
modifications of albumin, antibodies to these proteins, assays for these proteins, etc. See, e.g., 
paragraphs [0034] through [0143] and Examples 1-8 and 10, of the present application. Again, 
the Examiner acknowledges that this is the case, but simply dismisses this extensive disclosure 
as inadequate without reason. 
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There is a strong presumption that an adequate written description of the claimed 
invention is present when the application is filed (see MPEP § 2163, page 2100-174), and 
rejection of an original claim for lack of written description should be rare (see MPEP § 2163, 
page 2100-176). It is submitted that the Examiner has not overcome this strong presumption, 
and Applicants ask that the Examiner withdraw this rejection. 

E. Section 102 Rejection 

It is the Examiner's position that Claims 164 and 284-285 are anticipated by Doyen et al, 

(Mol. Immunol., volume 22, pages 1-20 (1985)) "as evidenced by" Glowacki et al. (J. Biol. 

Chem., volume 279, pages 10864-10871 (2004). 1 It is the Examiner's position that: 

Doyen et al. teach monoclonal antibodies specific for human serum albumin. . . . 
[C]ysteinylated albumin is identical to albumin, except for the presence of a disulphide 
bonded cysteine residue at amino acid residue 34 [("Cys 34")]. Therefore, the antibodies 
taught by Doyen et al. would inherently bind to cysteinylated albumin, since it comprises 
an identical amino acid sequence to albumin .... 

Applicants respectfully traverse this rejection. 

The rejected claims are directed to antibodies that are specific for cysteinylated albumin. 
This means that the antibodies will react selectively with cysteinylated albumin and will, 
therefore, be able to distinguish cysteinylated albumin from albumin that is not cysteinylated. 
This is essential so that changes in the level of cysteinylated albumin can be measured and used 
for the diagnosis of the diseases and conditions described in the application. 

None of the antibodies described in Doyen et al. are taught to bind specifically to 
cysteinylated albumin. Therefore, Doyen et al. does not contain express teachings which 
anticipate the rejected claims. 



1 It is noted that Glowacki et al. is not prior art to the present application. However, 
for the purpose of responding to the present Office Action only, Applicants will consider that the 
Examiner's reliance on Glowacki et al. to be proper. 
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As noted above, it is the Examiner's position that the antibodies taught by Doyen et al. 
would inherently bind to cysteinylated albumin, since, as evidence by Glowacki et al, it has an 
identical amino acid sequence to albumin that is not cysteinylated. Even assuming that the 
Examiner's position is correct, this means that the Doyen et al. antibodies would not distinguish 
cysteinylated albumin from albumin that is not cysteinylated, as required by the present claims. 
Although antibodies that bind to both types of albumin can be of value, that is not the type of 
antibody covered by the rejected claims. 

For the foregoing reasons, this rejection should be withdrawn. 

F. Section 103 Rejection 

It is the Examiner's position that Claims 164, 177, 221, 231, 284-285, 287-291, 293, 297- 
298, 300, 302-303 and 305 as being unpatentable over Doyen et al. and Glowacki et al. in view 
of U.S. Patent No. 5,198,340. 

Applicants respectfully traverse this rejection for the reasons discussed in the previous 
section and for the following additional reason. The kits covered by the rejected claims contain 
instructions for the diagnosis of specific diseases and conditions. The cited references, alone or 
in combination, do not teach or suggest kits that can be used for the diagnosis of these specific 
diseases and conditions. In particular, the cited references, alone or in combination, do not teach 
or suggest that antibodies to cysteinylated albumin can be used for the diagnosis of these specific 
diseases and conditions. 

For the foregoing reasons, this rejection should be withdrawn. 
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CONCLUSION 

Applicants submit that all pending claims are in condition for allowance and such 
disposition is respectfully requested. In the event that a telephone conversation would further 
prosecution and/or expedite allowance, the Examiner is invited to contact the undersigned. 

Respectfully submitted, 
SHERIDAN ROSS P.C. 

By: /Robert D. Traver/ 
Robert D. Traver 
Registration No. 47,999 
1560 Broadway, Suite 1200 
Denver, CO 80202-5141 
(303) 863-9700 

Date: March 3, 2008 
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